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initial coverage limit described in 
§ 423.104(d)(3) and the out-of-pocket 
threshold described in § 423.104(d)(5)(iii). 

(f) Disclosure requirements. CMS may 
require a Part D plan sponsor to dis-
close to its enrollees or potential en-
rollees, the Part D plan sponsor’s per-
formance and contract compliance de-
ficiencies in a manner specified by 
CMS. 

[70 FR 4525, Jan. 28, 2005, as amended at 73 
FR 54222, Sept. 18, 2008; 74 FR 1544, Jan. 12, 
2009; 75 FR 19818, Apr. 15, 2010; 76 FR 21573, 
Apr. 15, 2011] 

§ 423.132 Public disclosure of pharma-
ceutical prices for equivalent drugs. 

(a) General requirements. Except as 
provided under paragraph (c) of this 
section, a Part D sponsor must require 
a pharmacy that dispenses a covered 
Part D drug to inform an enrollee of 
any differential between the price of 
that drug and the price of the lowest 
priced generic version of that covered 
Part D drug that is therapeutically 
equivalent and bioequivalent and avail-
able at that pharmacy, unless the par-
ticular covered Part D drug being pur-
chased is the lowest-priced therapeuti-
cally equivalent and bioequivalent 
version of that drug available at that 
pharmacy. 

(b) Timing of notice. Subject to para-
graph (d) of this section, the informa-
tion under paragraph (a) of this section 
must be provided after the drug is dis-
pensed at the point of sale or, in the 
case of dispensing by mail order, at the 
time of delivery of the drug. 

(c) Waiver of public disclosure require-
ment. CMS waives the requirement 
under paragraph (a) of this section in 
any of the following cases: 

(1) An MA private fee-for-service plan 
described in § 422.4 of this chapter 
that— 

(i) Offers qualified prescription drug 
coverage and provides plan enrollees 
with access to covered Part D drugs 
dispensed at all pharmacies, without 
regard to whether they are contracted 
network pharmacies; and 

(ii) Does not charge additional cost- 
sharing for access to covered Part D 
drugs dispensed at out-of-network 
pharmacies. 

(2) An out-of-network pharmacy. 
(3) An I/T/U network pharmacy. 

(4) A network pharmacy that is lo-
cated in any of the U.S. territories. 

(5) A long-term care network phar-
macy. 

(6) Other circumstances where CMS 
deems compliance with the require-
ments of paragraph (a) of this section 
to be impossible or impracticable. 

(d) Modification of timing requirement. 
CMS modifies the requirement under 
paragraph (b) of this section under cir-
cumstances where CMS deems compli-
ance with this requirement to be im-
possible or impracticable. 

[70 FR 4525, Jan. 28, 2005, as amended at 75 
FR 19818, Apr. 15, 2010] 

§ 423.136 Privacy, confidentiality, and 
accuracy of enrollee records. 

For any medical records or other 
health and enrollment information it 
maintains with respect to enrollees, a 
PDP sponsor must establish procedures 
to do the following— 

(a) Abide by all Federal and State 
laws regarding confidentiality and dis-
closure of medical records, or other 
health and enrollment information. 
The PDP sponsor must safeguard the 
privacy of any information that identi-
fies a particular enrollee and have pro-
cedures that specify— 

(1) For what purposes the informa-
tion is used within the organization; 
and 

(2) To whom and for what purposes it 
discloses the information outside the 
organization. 

(b) Ensure that medical information 
is released only in accordance with ap-
plicable Federal or State law, or under 
court orders or subpoenas. 

(c) Maintain the records and informa-
tion in an accurate and timely manner. 

(d) Ensure timely access by enrollees 
to the records and information that 
pertain to them. 

Subpart D—Cost Control and 
Quality Improvement Require-
ments 

§ 423.150 Scope. 

This subpart sets forth the require-
ments relating to the following: 

(a) Drug utilization management pro-
grams, quality assurance measures and 
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systems, and medication therapy man-
agement programs (MTMP) for Part D 
sponsors. 

(b) Appropriate dispensing of pre-
scription drugs in long-term care fa-
cilities under PDPs and MA–PD plans. 

(c) Consumer satisfaction surveys of 
Part D plans. 

(d) Electronic prescription drug pro-
grams for prescribers, dispensers, and 
Part D sponsors. 

(e) Quality improvement organiza-
tion (QIO) activities. 

(f) Compliance deemed on the basis of 
accreditation. 

(g) Accreditation organizations. 
(h) Procedures for the approval of ac-

creditation organizations as a basis for 
deeming compliance. 

[70 FR 4525, Jan. 28, 2005, as amended at 70 
FR 67593, Nov. 7, 2005; 76 FR 21573, Apr. 15, 
2011] 

§ 423.153 Drug utilization manage-
ment, quality assurance, and medi-
cation therapy management pro-
grams (MTMPs). 

(a) General rule. Each Part D sponsor 
must have established, for covered Part 
D drugs furnished through a Part D 
plan, a drug utilization management 
program, quality assurance measures 
and systems, and an MTMP as de-
scribed in paragraphs (b), (c), and (d) of 
this section. 

(b) Drug utilization management. A 
Part D sponsor must have established a 
reasonable and appropriate drug utili-
zation management program that ad-
dress all of the following: 

(1) Includes incentives to reduce 
costs when medically appropriate. 

(2) Maintains policies and systems to 
assist in preventing over-utilization 
and under-utilization of prescribed 
medications. 

(3) Provides CMS with information 
concerning the procedures and per-
formance of its drug utilization man-
agement program, according to guide-
lines specified by CMS. 

(4)(i) Establishes a daily cost-sharing 
rate and applies it to a prescription 
presented to a network pharmacy for a 
covered Part D drug that is dispensed 
for a supply less than 30 days, and in 
the case of a monthly copayment, mul-
tiplies the daily cost-sharing rate by 
the days supply actually dispensed— 

(A) If the drug is in the form of a 
solid oral dose, subject to paragraph 
(b)(4)(i)(B) of this section and may be 
dispensed for a supply less than 30 days 
under applicable law; 

(B) The requirements of this para-
graph (b)(4)(i) do not apply to either of 
the following: 

(1) Solid oral doses of antibiotics. 
(2) Solid oral doses that are dispensed 

in their original container as indicated 
in the Food and Drug Administration 
Prescribing Information or are custom-
arily dispensed in their original pack-
aging to assist patients with compli-
ance. 

(ii) [Reserved] 
(c) Quality assurance. A Part D spon-

sor must have established quality as-
surance measures and systems to re-
duce medication errors and adverse 
drug interactions and improve medica-
tion use that include all of the fol-
lowing— 

(1) Representation that network pro-
viders are required to comply with 
minimum standards for pharmacy 
practice as established by the States. 

(2) Concurrent drug utilization re-
view systems, policies, and procedures 
designed to ensure that a review of the 
prescribed drug therapy is performed 
before each prescription is dispensed to 
an enrollee in a sponsor’s Part D plan, 
typically at the point-of-sale or point 
of distribution. The review must in-
clude, but not be limited to, 

(i) Screening for potential drug ther-
apy problems due to therapeutic dupli-
cation. 

(ii) Age/gender-related contraindica-
tions. 

(iii) Over-utilization and under-utili-
zation. 

(iv) Drug-drug interactions. 
(v) Incorrect drug dosage or duration 

of drug therapy. (vi) Drug-allergy con-
traindications. 

(vii) Clinical abuse/misuse. 
(3) Retrospective drug utilization re-

view systems, policies, and procedures 
designed to ensure ongoing periodic ex-
amination of claims data and other 
records, through computerized drug 
claims processing and information re-
trieval systems, in order to identify 
patterns of inappropriate or medically 
unnecessary care among enrollees in a 
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